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SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT 



Applicants respectfully request that the following be considered and made of 
record, as well as the documents listed on the accompanying PTO Form 1449. 

A research study was initiated on April 17, 1997 in the United States in which 
patients were administered capsules of the formulations of Exhibits A, B or C. 
Copies of the formulation Exhibits A, B and C and the informed consent form for the 
study (Exhibit 1) are submitted herewith for the Examiner's consideration. 

A research study was initiated on October 21, 1997 in the United States in 
which patients were administered tablets of the formulations of Exhibits D or E or 
capsules of formulation of Exhibit C. Copies of the formulation Exhibits C, D and E 
and the informed consent for the study (Exhibit 2) are submitted herewith for the 
Examiner's consideration. 

A research study was initiated on November 5, 1998 in the United States in 
which patients were administered tablets of formulations of Exhibits D, F, G or H. 
Copies of the formulation Exhibits D, F, G and H and the informed consent for the 
study (Exhibit 3) are submitted herewith for the Examiner's consideration. 

A research study was initiated on April 20, 1999 in the United States in which 
patients were administered tablets of the formulation of Exhibit D, optionally in 
coadministration with digoxin. Copies of the formulation Exhibit D and the informed 
consent for the study (Exhibit 4) are submitted herewith for the Examiner's 
consideration. 



x 



Sir: 




-2- 



A research study was initiated on August 27, 1999 in the United States in 
which patients were administered tablets of the formulation of Exhibit D optionally in 
coadministration with Gemfibrozil 600mg tablets. Copies of the formulation Exhibit 
D and the informed consent for the study (Exhibit 5) are submitted herewith for the 
Examiner's consideration. 

In the Informed Consents accompanying the above research studies, 
Schering's active pharmaceutical ingredient, i.e., ezetimibe, was identified as "SCH 
58235" and as an "experimental drug which inhibits the absorption of cholesterol". It 
was not identified by its chemical name, generic name or by its chemical formula. 

It is our belief that these studies do not constitute prior public uses. 
Nevertheless, this information is being disclosed in accordance with 37 C.F.R. 
Section 1 .56 out of an abundance of caution. 

The Commissioner is authorized to charge Deposit Account No. 19-0365 for 
any additional fees deemed necessary for consideration and entry of this 
Information Disclosure Statement into the file record. 

I hereby certify that this correspondence is being Respectfully submitted 

deposited with the United States Postal Service 
as first class mail in an envelope addressed 
to Assistant Commissioner for Patents, / ^ 





Ann Marie Cannoni 



Registered Representative 



Ann Marie Cannoni 




Reg. No. 35,972 
Attorney for Applicants 
(908) 298-5024 
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I herebv certify that this corresDondence is beina facsimile transmitted to the USPTO or deoosited with the United States Postal Service with s 
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This collection of information is required by 37 CFR 1.5. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to 
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including 
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the 
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and 
Trademark Office, U.S. Department of Commerce, Washington, DC 20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: 
Commissioner for Patents, Washington, DC 20231. 



If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2. 



